K1\209]
0CT 12 201

510(k) Summary

1. Date of Summary
June 30, 2011

2. 510(k) Applicant

Broncus Technologies, Inc.

1400 N. Shoreline Blvd., Bldg. A, Suite 8
Mountain View, California 94043

Phone: (650) 428-1600

FAX: (650) 428-1542

Contact Person: Mahtab Fatemi
Phone: ' (650) 428-1600
Fax: (650) 428-1542

e-mail; mfatemi@broncus.com
3. Device Overview

Trade Name: LungPoint™ Planning and Virtual Bronchoscopic Navigation
{VBN) Software

Common Name: Picture Archiving and Communications Systems

Classification Name: System, Image Processing, Radiological
21 CFR 892.2050
Product Code LLZ

4. Predicate Device

The predicate devices identified are as follows:
R S TR

*S

L3100 Submiit .‘

LungPoint Planmng and Virtual Broncus Technologies, | K091160, cleared to

Bronchoscopic Navigation (VBN) Inc¢ market on May 5, 2009

System

inReach System _ SuperDimension K110093, cleared to
market on February t1,
2011, (and K071473,

K 092365, and K 102604,
by reference)
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5. Device Description

The LungPoint Software is a device that guides a bronchoscope and commercially
available endoscopic tools to a prespecified target in or adjacent to the bronchial tree by
providing a path, which is displayed on a 3D reconstruction of a CT scan. The Software
allows visualization of the interior of the bronchial tree; placement of catheters in the
bronchial tree; visualization of a prespecified target in lung tissue; and placement of
markers into soft lung tissue to guide radiosurgery and thoracic surgery. The FlexNeedle
is an aspiration needle. When used together with the LungPoint Software, the needle can
be guided to a prespecified targeted area within the respiratory organs.

The software is installed on an off-the-shelf PC computer system, and is intended to be
used with commercially-available flexible bronchoscopes with CT scans that are saved in
DICOM format.

6. Intended Use

Indicated for displaying images of the tracheobronchial tree to aid the physician in
guiding endoscopic tools or catheters in the pulmonary tract and to enable marker
placement within soft lung tissue. It does not make a diagnosis and is not an endoscopic
tool. Not for pediatric use.

7. Comparison to Predicate Device

The LungPoint Software with FlexNeedle has the same intended use and technological
characteristics as the predicate devices.

8. Performance Data

The existing risk analysis for the LungPoint Software was reviewed to assess whether
guidance of the FlexNeedle adds any new hazards. No new risks were identified as the
use of endoscopic tools, like the FlexNeedle, is inherent to the design and intended use of
the existing LungPoint Software. Additionally, no new verification and validation testing

was performed as the software was not modified in any way to allow for the use of the
FlexNeedle.

9. Safety and Effectiveness

The labeling contains instructions for use and any necessary cautions and warnings, to
provide for safe and effective use of the software. Risk management is ensured via a
hazard analysis and FMECA, which are used to identify potential hazards. These

potential hazards are controlled via software development, verification testing and/or
validation testing.

Broncus Technalogies, Inc.
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—/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenuc
Document Contrel Room — WO66-G60S
Silver Spring, MDD 20993-0002

Broncus Technologies, Inc,

Yo Mr. Mark Tob

Responsible Third Party Official _ 0CT 12 2
Regulatory Technology Services L1.C

1394 25" Strect NW

BUFFALO MN 53313

Re: KI112031
Trade/Device Name: LungPoint™ Planning and Virtual Brochoscopic Navigation (VBN)
Software
Regulation Number: 21 CFR 892.2030
Regutation Name: Picture archiving and communications sysiem
Regulatory Class: 1l
Product Code: LLZ
Dated: October 3, 2011
Received: October 6, 201t

Dear Mr. Job;

We have reviewed your Section 510(k) premarket notification of intent to markei the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general conirols provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. '

If your device is classified (see above) into class 11 (Special Controls), it may be subject to such
additional controls. Existing major regulations affecting vour device can be found in Title 21,
Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA may publish [urther
announcements concerning your device in the Federal Reuister.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that vour device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. Youmust
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (2} CFR Parts 801 and 809); medical device reporting (reporting of
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medical device-related adverse evenis) (21 CFR §03); and good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Pari 820). This lerter
will allow you lo begin marketing vour device as described in your Section 310(k) premarket
notification. The FDA finding of substantial eguivalence of your device to a legally marketed
predicate device results in a classification for vour device and thus, permits your device to
proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Paris 801 and
809), please contact the Office of ln Fitre Diagnostic Device Bvaluation and Safety at (301) 766-
5450. Also, please note the regulation entitled, "Misbranding by reference to premarket
notification” (21 CIFR Part 807.97). For questions regarding the reporting of adverse events
under the MDR regulation (21 CFR Part 803), please go to

hitp://www. fda. gov/Medical Devices/Safety/ReportaProblem/default.htm for the CDRI s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance. '

You may obiain other general information on your responsibilities under the Act from the -
Division of Small Manufacturers, internationat and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

hitp://www fda.gov/edrh/industry/support/index htm!.

Sincerely Yours,

Mary S. Pastel, Sc.D.

Director

Division of Radiological Devices

Office of In Vitro Diagnostic Device
Evaluation and Safety

Center forDevices and Radiological Health

Enclosure




510(k) Number (if known):

Device Name:

[ndications for Use:

Prescription Use X
(Part 21 CFR 801 Subpart D)

Indications for Use

K1 1R0O5]

LungPoint™ Planning and Virtual Bronchoscopic
Navigation (VBN) Software

Indicated for displaying images of the tracheobronchial tree
to atd the physician in guiding endoscopic tools or catheters
in the pulmonary tract and to enable marker placement
within soft lung tissue. [t does not make a diagnosis and is
not an endoscopic tool. Not for pediatric use.

Over-The-Counter Use
AND/OR (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Skt DTY

i

Division Sign-Otf’

Office of In Vitro Diagnostic Device

Evaluation and Safety

sy KAVVZ 65,

Broncus Technotogies, inc.
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